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Foreword

ISO 10013:1995(E)

ISO (the International Organization for Standardizationy is
federation of national standards bodies (ISO member~bod
of preparing International Standards is normally, ‘cartied ou
technical committees. Each member body ifiterested in
which a technical committee has been established has t
represented on that committee. Internatienal organizations
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collaborates closely with the Interpational Electrotechnica
(IEC) on all matters of electrotechnjoal standardization.
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Introductien
The 1SO 9000|family of International Standards includes requirements for

quality systen

development,
quality assura

The 1SO 9000
and implemer

aration of qua

ISO  8402:19

Vocabulary, d

policy and deg

s which can be used to achieve common interpretation,
implementation and application of quality management and
nce.

family of International Standards requires the development
tation of documented quality systems, including the prep-
ity manuals.

94, Quality management and quality assurance —
bfines a quality manual as a document stating the quality
cribing the quality system of an organization. This may relate

to an organizaftion's total activities or to a selected part of those activities;

for example,
ucts or servi
lations or the

It is important
quality manug
This Internatig

manuals.

specified requirements depending upon the nature of prod-
es, processes, contractuai requirements, governipg“regu-
organization itself.

that the requirements and content of the quality system and
| address the quality standard they are intended to satisfy.
nal Standard provides guidelines for devéloping such quality
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Guidelines for developing quality manuals

1 Scogpe

This Intgrnational Standard provides guidelines for the
development, preparation and control of quality man-
uals tailpred to the specific needs of the user. The
resultant quality manuals will reflect documented
quality dystem procedures required by the 1ISO 9000
family df International Standards. Detailed work in-
structionys, quality plans, brochures and other quality
system |related documents are not covered by this
Internatjonal Standard. (See annex A, level C.)

NOTE 1| This International Standard may be used to de-
velop quplity manuals relating to quality system standards
other than the ISO 9000 family.

2 Normative reference

The following standard contains provisiohs which,
through| reference in this text, constitute provisions
of this International Standard. At(the time of publi-
cation, the edition indicated was-valid. All standards
are subject to revision, and\parties to agreements
based dn this InternationakStandard are encouraged
to investtigate the possibility of applying the most re-
cent edjtion of the standard indicated below. Mem-
bers of [IEC and ASO™ maintain registers of currently
valid Intprnational’Standards.

ISO 84(02:1994, Quality management and quality as-
surance

3 Definitions

For the purposes of this International Standard, the
definitions given in ISO 8402 apply.

4 Documentation of quality systems

Annex A describes a typical quality system doc-
umentation hierarchy. The order of development of
this hierarchy in an individual organization is depen-

dent on that organization's cireumstan

tes, but usually

starts with development ©f ‘the organzation's quality

policy and objectives.

4.1 Documented quality system procedures

Documented guality system procedur
the basiccdocumentation used for the
and administration of activities which

ity. Invaccordance with the 1SO 900(

bs should form
pverall planning
mpact on qual-

family, these

documented procedures should cover all the appli-

cable elements of the gquality system

standard. They

should describe (to the degree of detail required for
adequate control of the activities congerned) the re-
sponsibilities, authorities and interreIannships of the

personnel who manage, perform, v

rify or review

work affecting quality, how the different activities are

to be performed, the documentation
the controls to be applied. (See annex

4.1.1 Procedural scope

o be used and
A

Each documented procedure should dover a logically

separable part of the quality system,

plete quality system element or part t
quence of interrelated activities conne|
than one quality system element.

documented procedures, the volume
nature of their format and presentati
termined by the user of this Interna

such as a com-
hereof, or a se-
cted with more
he quantity of
f each and the
are to be de-
ional Standard,
the facility, or-

ganization and nature of business. Documented qual-
ity system procedures should not, as a rule, enter into

purely technical details of the type
mented in detailed work instructions.

4.1.2 Consistent approach

By arranging each documented proced

normally docu-

ure in the same

structure and format, the users will become familiar
with the consistent approach applied to each require-

ment and so improve the likelihood
compliance with the standard.

of systematic
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4.2 Quality manuals

A quality manual should consist of, or refer to, the
documented quality system procedures intended for
the overall planning and administration of activities
which impact on quality within an organization. A
quality manual should cover all the applicable ele-
ments of the quality system standard required for an
organization. It should describe, in adequate detail,
the same control aspects mentioned in subclause 4.1.
In some situations, the related documented quality

© |SO

4.2.2 Structure and format

Although there is no required structure or format for
a quality manual, it should convey accurately, com-
pletely and concisely the quality policy, objectives and
governing documented procedures of the organization
(see clause 6). One of the methods of assuring that
the subject matter is adequately addressed and lo-
cated would be to key the sections of the quality
manual to the quality elements of the governing
quality system standard. Other approaches, such as

system procedlures and some sections of the quality
manual may He identical. However, some degree of
tailoring is usyally required to ensure that only appro-
priate documgnted procedures (or sections thereof)
are selected fpr the specific purposes of the quality
manual being| developed. The contents of quality
manuals are gddressed in detail in clause 7. Docu-
mented proceflures related to the quality system, not
dealt with in the selected quality system standard but
necessary for|the adequate control of the activities,
should be adgled to the quality manual or be refer-
enced as necgssary. (See annex B.)

NOTE 2 Incldsion of proprietary information is at the dis-
cretion of the ofganization.

4.2.1 Purposes of quality manuals

Quality manugls may be developed and used by an
organization f¢r purposes including, but not limitedite,
the following:

a) communigating the organization's quality policy,
procedurgs and requirements;

b) describind and implementingCan effective quality
system;

c) providing [improved centrol of practices and facili-
tating assprance activities;

d) providing [the<décumented bases for auditing the
quality syptem;

Structurmgthe Tmanuatto Teftect the atarepf the or-
ganization, are equally acceptable.

NOTE 3  For system clarity and assessment [purposes,
the intentional omission of any qualityrsystem elefqnent from

the quality manual compared to the’governing qpality sys-
tem standard should be explained:

4.2.3 Derivation of¢a quality manual
A quality manualmay:

a) be a direct compilation of documented quality
systemyprocedures;

b) .be a grouping or section of the documented qual-
ity system procedures;

c) be a series of documented procedures fdr specific
facilities or applications;

d) be more than one document or level;
e) have a common core with tailored appendices;
f) stand alone or otherwise;
g) have other numerous possible derivatigns based

upon organizational need.
4.2.4 Special applications of quality manuals

The simple term “quality manual” is used when the

e) providing continuity of the quality system and its
requirements during changing circumstances;

f) training personnel in the quality system require-
ments and methods of compliance;

g) presenting the quality system for external pur-
poses, such as demonstrating compliance with
ISO 9001, 9002 or 9003;

h) demonstrating compliance of the quality system
with quality requirements in contractual situations.

SarTe AU s emptoyed—forboth—guatity manage-
ment and quality assurance purposes. This usage is
the most common application of a quality manual.
However, in situations where an organization believes
that a distinction of content or usage is needed, it is
essential that manuals describing the same quality
system are not in conflict.

Any quality manual should identify the management
functions, address or reference the documented
quality system and procedures and briefly cover all the
applicable requirements of the quality system stan-
dard selected by the organization.
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5 Process of preparing a quality manual

5.1 Responsibility for preparation

Once the management decision has been made to
document a quality system in a quality manual, the
actual process should begin with assignment of the
coordination task to a management-delegated com-

ISO 10013:1995(E)

5.3 Accuracy and completeness

The delegated competent body should be responsible
for assuring the accuracy and completeness of the
quality manual draft, as well as for the continuity and
contents of the document.

[ Drccnee Gf
issue and control

petent tfody, WRICh may be an individual or a group
of indivifluals from one or more functional organiz-
ations.

performed and
mpetent hnrl\/

wTIT G ed com ~OU

or from [within various individual functlonal units, as
approprigite. The use of existing documents and ref-
erences|can significantly shorten the quality manual
developinent time, as well as being an aid to identi-
fying thqse areas where gquality system inadequacies
need to pe addressed and corrected.

The actyal writing activity should be
controlled from within the delegated ¢

onpetent body may initiate the following actions

iqable:

a) estaplish and list existing applicable quality sys-
tem| policies, objectives and documented prox
ceddres, or develop plans for such;

b) decifle which quality system elements apply ac-
cordjng to the quality system standard_selected;

c) obtajn data about the existing guality system and
pracfices by various means;” such as question-
nairgs and interviews;

d) request and obtain additional source documenta-
tion Jor references.from operational units;

e) detdrmine the\structure and format for the in-
tended manual;

f) classifyexisting documents in accordance with

6.1 Final review and approval

Prior to issuing the manual, thexdecunment should be
subjected to review by respénsible indlividuals to en-
sure clarity, accuracy, suitabi|ity and proper structure.
The intended users shouildl also have {he opportunity
to assess and comment on the usability of the docu-
ment. Release ofcihe” new quality mahual should be
approved by the management responsible for its im-
plementation. Each copy should bear gvidence of this
release authorization. Electronic or other methods of
releasefof ‘the manual are acceptable| if evidence of
approval is retained.

6.2 Distribution of the manual

The method of distribution of the authjorized manual,
whether in total or by sections, should provide assur-
ance that all users have appropriate pccess. Proper
distribution and control can be aided, for example, by
serialization of copies for recipients| Management
should ensure that individuals are fam{liar with those
contents of the manual appropriate|to each user
within the organization.

6.3 Incorporation of changes

A method of providing for the initiation|, development,

review, control and incorporation of

hanges to the

manual should be provided. This tasKk should be as-

signed to an appropriate document ¢

bntrol function.

The same review and approval process used in de-
veloping the basic manual should agply when pro-

the Intended structure and formar,

g) use any other method suitable within the organiz-
ation to complete the quality manual draft.

5.2 Use of references

Wherever appropriate, and to avoid unnecessary doc-
ument volume, reference to existing recognized stan-
dards or documents available to the quality manual
user should be incorporated.

cessing changes.

6.4 Issue and change control

Document issue and change control are essential to
ensure that the content of the manual is properly
authorized. The authorized content should be readily
identifiable. Various methods may be considered for
facilitating the physical process of making changes.
To ensure that each manual is kept up to date, a
method is needed to assure that all changes are re-
ceived by each manual holder and incorporated into
each manual. A table of contents, a separate
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revision-status page or other suitable means may be
used to assure the users that they have the author-
ized manual.

6.5 Uncontrolled copies

For the purposes of proposals, customer off-site us-
age, and other distribution of the quality manual
where change control is not intended, all such dis-

© ISO

define the application of the quality system elements.
To ensure clarity and avoid confusion, the use of dis-
claimers {e.g. what is not covered by a quality manual
and situations where it should not be applied) may
also be appropriate. Some or all of this information
may also be located on the title page.

7.3 Table of contents

tributed manpats—shoutd—be—ctearty —identifred—es
uncontrolled cppies.

NOTE 4  FailJre to provide assurance of this process may
cause unintendgd usage of obsolete documents.

7 What tq include in a quality manual

7.1 Generdl

A quality manual should normally contain the follow-
ing:

a) title, scopp and field of application;
b) table of contents;

¢) introductdry pages about the organization con-
cerned and the manual itself;

d) the quality policy and objectives of the organiz-
ation;

e) a descripfion of the organizational~structure, re-
sponsibilities and authorities;

f) a descripfion of the eleménts of the quality sys-
tem and fany references to documented quality
system prlocedures;

g) a definitions seetion, if appropriate;

The table of contents of a quality manual should show
the titles of the sections within it and_how [they can
be found. The numbering or coding system of
sections, subsections, pages, figares, exhibits, dia-
grams, tables, etc., should be cfear and logidal.

7.4 Introductory pages

The introductoryy'pages of a quality manupl should
provide genéral”information about the organization
concerned-and the quality manual itself.

The _mnimum information about the organization
should be its name, site, location and meanp of com-
punication. Additional information about th¢ organiz-
ation, such as its line of business, a brief dgscription
of its background, history or size, may algo be in-
cluded.

The information about the quality manual itsglf should
include:

a) the current issue or effectivity identification, date
of issue, or effectivity and identifigation of
amended contents;

b) a brief description of how the quality manual is
revised and maintained, who reviews ifs content
and how often, who is authorized to clange the
quality manual, and who is authorized tp approve
it; this information may also be given linder the
system element concerned; a method [for deter-

h) a guide to-trequatity raruatf-appropriate:
i) an appendix for supportive data, if appropriate.

NOTE 5 The order of the contents of the quality manual
may be changed in accordance with user needs.

7.2 Title, scope and field of application

The title and scope of the quality manual should
clearly define the organization to which the manual
applies. This section of the quality manual should also

mining the history of any change in procedure
may be included, if appropriate;

c) a brief description of the documented procedures
used to identify the status and to control the dis-
tribution of the quality manual, whether or not it
contains confidential information, whether it is
used only for the organization's internal purposes,
or whether it can be made available externally;

d) evidence of approval by those responsible for
authorization of the contents of the quality man-
ual.
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This section of a quality manual should state the or-
ganization's quality policy and objectives. This is
where the organization's commitment to quality is
presented and where the organization's objectives for
quality are outlined. This section should also describe
how the quality policy is made known to, and under-
stood by, aii empioyees and how it is impiemented
and maintained at all levels. Specific quality policy
statements may also be included under the system

ISO 10013:1995(E)

After selecting the appropriate standard
ization determines the quality system elements which
are applicable and, based upon the requirements of
those elements in the standard, defines how the or-
ganization intends to apply, accomplish and control
each of the selected elements. In determining the
most suitable approach for the organization, consid-
eration should be given to such aspects as:

— the nature of the business, workforce and re-
sources;

elemenfconcernea.

NOTE 6 | Subsequent sections or system elements of the
manual may also be used to reflect implementation and
linkage t¢ the quality policy and objectives.

7.6 Dtscription of the organization,
responssibilities and authorities

This segtion of a quality manual should provide a de-
scription of the high-level structure of the organiz-
ation. Aln organization chart indicating responsibility,
authority and interrelationship structure may be in-
cluded. [Subsections within this section or in a refer-
enced pystem element procedure should provide
details df the responsibilities, authorities and hierarchy
of all fiinctions which manage, perform and verify
work affecting quality.

7.7 Elements of the quality system

all the dpplicable elements of(the quality system. The
description should be dividéd)into logical sections re-
vealing la well-coordinatéd) quality system. This may
be dong by inclusion.of,.or reference to, documented
quality gystem procedures.

The re%v;inder of the quality manual should describe

A quality systémrand a quality manual are unique to
each organization; as such, this International Standard
is not iptefided to define a unique structure, format,

— the emiphasis placed on the guality system doc-
umentation and quality assurance;

— the distinctions madeh between| policies, pro-
cedures and work instrdctions; and

— the medium selected for the manual.

The resultant quality manual will then reflect the or-
ganization's unique methods and means of satisfying
the requitements stated in the selectpd quality stan-
dard and its quality system elementg. The methods
and. means by which the organization| makes a com-
mitment to meet requirements should be clear to the
users of the manual. (See annex C.)

7.8 Definitions

If a definitions clause is considered
manual, it is usually located immed
"Scope and field of application”. Alt
ommended, when practical, to use

necessary in a
ately after the
nough it is rec-
standard defi-

nitions and terms which are referencdd in recognized
quality terminology documents or in ggneral dictionary

usage, this section of a quality manua
the definitions of terms and con

should contain
epts that are

uniquely used within that quality manual. Special at-

tention should be given to words that

have a different

meaning to different people or a spegific meaning to
specific sectors of businesses. The ddfinitions should

provide for a complete, uniform an
understanding of the contents of the

i unambiguous
quality manual.

content or method of presentation for the description
of quality system elements which can be applied to
all (or even some) products, including services.

Requirements for elements of quality systems are
provided by the ISO 9000 family of International
Standards or the applicable standard used by the or-
ganization. It is recommended that, whenever appli-
cable, the description of the elements of the quality
system be in a sequence similar to that in the se-
lected standard. Other sequencing or cross-
referencing, as appropriate to the organization, is
acceptable.

The use of references to existing concepts, terminol-
ogy, definitions and standards (e.g. ISO 8402) is highly

recommended.

7.9 Guide to the quality manual

Consideration may be given to the inclusion of an
index or a section giving a cross-reference between
a subject and key words to the section or page num-
bers, or another such quick guide to “what and where
in the quality manual”. A guide may also provide a
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description of the organization of the quality manual
and a short abstract of each of its sections. Readers
who are interested only in parts of the quality manual
should be able to identify, with the aid of this section,
which parts of the quality manual may contain the in-
formation which they are seeking.

© ISO

7.10 Appendix for supportive information

An appendix containing data supportive to the manual
may be included.



https://standardsiso.com/api/?name=f124fe1cbb87ea3d638a083dec69564d

© SO

ISO 10013:1995(E)

Annex A
(informative)

Typical quality system document hierarchy

Document contents

Quality Describes the quality systen in
manual accordance withthe stated|quality

policy and objectives and tHe
(Level A) applicable-standard

/

/ N\

Documented quality
system procedures

Describes the activities of
individual functional units
needed to implement the quqlity
(Level B) system elements

/

Ofher quality documents
(work instructions, forms, reports, etc.) Consists of detailed

work documents
(Level C)

NOTE 7

Any document level in this hierarchy may be separate, used with references, or comb|ned.
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Annex B
(informative)

Example of a possible format for a section of a quality manual

Organization Title/Subject Number

Unit issding Approved by Date Revision Page

POLICY OR PL)LICY REFERENCE
n

Give governi
PURPOSE AND SCOPE

requirement.

List why, whdt for, area covered and exclusions.
RESPONSIBILITY

Give organizafional unit responsible for implementing the documentiand achieving the purpose.
ACTIONS AND METHODS TO ACHIEVE SYSTEM ELEMENT-REQUIREMENT

List, step by dtep, what needs to be done. Use references, if‘appropriate. Keep in logical sequence. Mention any exceptions
or specific ardas of attention. Consider the use of flow¢harts.

DOCUMENTATION AND REFERENCES

Identify which referenced documents or forms:;are associated with using the document, or what data have to be fecorded.
Use example$, if appropriate.

RECORDS

Identify which records are generated as a result of using the document, where these are retained, and for how long.
NOTES

1 This format may alse~h€ used for a documented quality system procedure.

2 The struZI:re and.order of the items listed above should be determined by organizational needs.

3 The approjvaland revision status should be identifiable.
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(Blank page)
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NOTE 8

10

Annex C
(informative)

Example of a section of a quality manual

This is an example only; the actual structure should be determined by actual user needs.

© ISO

4.17 Internal quality audits

The supplier shall establish and maintain documented pros
cedures for planning and implementing internal quality, a(-
dits to verify whether quality activities and related results
comply with planned arrangements and to determine the
effectiveness of the quality system.

Internal quality audits shall be scheduled on the basis of the

be carried out by personnel independent of those having

The results of the audits shall be recorded (see 4.16) and
brought to the attention of_the-personnel having responsi-
bility in the area audited. (The management personnel re-
sponsible for the area(Shall take timely corrective action on
deficiencies found during the audit.

mentation andjéffectiveness of the corrective action taken

Follow-up audit™activities shall verify and record the imple-}
(see 4.16).

NOTES

1="The results of internal quality audits form an integral part of the

[1SO 9001:1994]

status and importance of the activity to hecatdited and shall >\

direct responsibility for the activity being audited. }\

iNput to management review activities (see 4.1.3). >\
2 Guidance on quality system audits is given in ISO 10011.

Yz
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WFI 4.17 Internal Quality Audits QA 567-8
Issued by dept. Approved by Date Revision Page
Q I. C. You 1994-01-01 1
4.17.1 Policy

Quality audits shall be carried out periodically in order to verify whether quality activities and related results comply

with planned arrangements and to determine the effectiveness of the quality system.
4.17.2 Scope

/

These procedures cover audits of the quality system, audits of products and audits of production processes.

4.17.3 Responsibility

The|manager of the Quality Department is responsible for the contents of this documented procedure|
surifg that it is followed.

4.17.4 Actions and methods

4.17.4.1 Characteristics of the audits
The
tion
The
are

quality system audits are based on the quality system requirements contained.in this quality manua
5 subject to quality system audits are those responsible for activities of significance to the quality of o

product quality audits are based on the requirements applicable to the finished products. Product q
hpplied to products manufactured in series.

The|process quality audits are based on the requirements applicable todhe results of processes. Proces
dits |Jare applied to the wave soldering and plastic moulding processes.

4.17.4.2 Scope and planning of audits

The|scope of the audits is determined with regard to the importance of the activities in question and thg
of any existing or likely problems. The audit frequency isyat least: for quality system audits — oncg
product quality audits — twice a year; for process quality.audits — once a year. Audit plans are made u
merjted once a year. Checklists are prepared as an aid:

4.13.4.3 Audit personnel
\{ The|audits are carried out by selected personngl belonging to the Quality Department.
4.17.4.4 Reporting of results
A report is made up in conjunction with-each audit, containing particulars of the object of the audit, the rg
\{ p P j gp j

_

applied as basis and any identified.\nonconformities with requirements. The audit report is distrib
marjager(s) concerned. Quality system audit observations are reported in forms of the type shown in Ap

4.12.45 Decisions and actions

The| manager of the functienconcerned is responsible for ensuring that decisions and actions with re
notified observations aré-taken as soon as possible.

4.17.4.6 Follow-up
\ { The|implementation of actions associated with an audit report is followed up by the Quality Departmer

\<

of continuous monitoring, planned reporting back on actions or direct follow-up in conjunction with the

performed-the next time, as required. The result of the follow-up is documented in the audit report form.

and for en-

I. The func-
ur products.

Lality audits
5 quality au-
knowledge

a year; for
p and docu-

bquirements
ited to the
pendix 9.

gard to any

t by means
audit being

4.17.47 “Management review of audit results

\ Rest

the Quality Department. See Section 4.1 of this quality manual.

4.17.5 References
This section of the quality manual is based on quality system procedure QA 123-4 “Internal quality audit
4.17.6 Records

manager of

s”.

One copy of the audit report, including the notes made during follow-up, is filed by the Quality Department for at least

5 years in accordance with the procedures for quality records; see Section 4.16 of this quality manual.

ISO 10013:1995(E)

1
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Annex D
(informative)
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